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(b) Sponsor. See No. 000010 in 
§ 510.600(c) of this chapter. 

(c) Conditions of use in horses—(1) 
Amount. Administer orally at a start-
ing dose of 2 micrograms/kilograms (μ/ 
kg) once daily. Dosage may be adjusted 
to effect, not to exceed 4 μg/kg daily. 

(2) Indications for use. For the control 
of clinical signs associated with Pitui-
tary Pars Intermedia Dysfunction 
(Equine Cushing’s Disease). 

(3) Limitations. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. 

[77 FR 15960, Mar. 19, 2012] 

§ 520.1720 Phenylbutazone oral dosage 
forms. 

§ 520.1720a Phenylbutazone tablets 
and boluses. 

(a) Specifications. Each tablet con-
tains 100, 200, or 400 milligrams (mg), or 
1 gram (g) of phenylbutazone. Each 
bolus contains 1, 2, or 4 gram g of 
phenylbutazone. 

(b) Sponsors. See sponsor numbers in 
§ 510.600(c) of this chapter, as follows: 

(1) No. 000061 for use of 100- or 400-mg 
or 1-g tablets, or 2- or 4-g boluses, in 
dogs and horses. 

(2) Nos. 000010 and 059130 for use of 
100- or 200-mg or 1-g tablets in dogs and 
horses. 

(3) Nos. 000856 and 061623 for use of 
100-mg or 1-g tablets in dogs and 
horses. 

(4) [Reserved] 
(5) No. 000143 for use of 1-g tablets in 

horses. 
(6) No. 058829 for use of 100-mg or 1-g 

tablets in dogs and horses. 
(c) Conditions of use—(1) Dogs—(i) 

Amount. 20 mg per pound of body 
weight daily. 

(ii) Indications for use. For the relief 
of inflammatory conditions associated 
with the musculoskeletal system. 

(iii) Limitations. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. 

(2) Horses—(i) Amount. 1 to 2 g per 500 
pounds of body weight daily. 

(ii) Indications for use. For the relief 
of inflammatory conditions associated 
with the musculoskeletal system. 

(iii) Limitations. Do not use in horses 
intended for human consumption. Fed-
eral law prohibits the use of this drug 

in female dairy cattle 20 months of age 
or older. Federal law restricts this drug 
to use by or on the order of a licensed 
veterinarian. 

[73 FR 8192, Feb. 13, 2008, as amended at 74 
FR 1146, Jan. 12, 2009; 76 FR 11331, Mar. 2, 
2011; 76 FR 17777, Mar. 31, 2011] 

§ 520.1720b Phenylbutazone granules. 
(a) Specifications. The drug is in 

granular form. It is packaged to con-
tain either 8 grams of phenylbutazone 
per package or 1 gram of 
phenylbutazone per package. 

(b) Sponsor. See 000061 in § 510.600(c) 
for 8-gram package, see 059320 for 1- 
gram package. 

(c) NAS/NRC status. The conditions of 
use have been NAS/NRC reviewed and 
found effective. NADA’s for approval of 
drugs for these conditions of use need 
not include effectiveness data specified 
by § 514.111 of this chapter, but may re-
quire bioequivalency and safety infor-
mation. 

(d) Conditions of use—(1) Horses—(i) 
Amount. 1 to 2 grams per 500 pounds of 
body weight, not to exceed 4 grams, 
daily, as required. 

(ii) Indications. For the treatment of 
inflammatory conditions associated 
with the musculoskeletal system. 

(iii) Limitations. Administer orally by 
adding to a portion of the usual grain 
ration. Use a relatively high dose for 
the first 48 hours, then gradually re-
duce to a maintenance level at the low-
est level capable of producing the de-
sired clinical response. Treated ani-
mals should not be slaughtered for food 
use. Federal law restricts this drug to 
use by or on the order of a licensed vet-
erinarian. 

[46 FR 18960, Mar. 27, 1981, as amended at 46 
FR 48642, Oct. 2, 1981; 57 FR 2836, Jan. 24, 1992; 
61 FR 8873, Mar. 6, 1996; 62 FR 61625, Nov. 19, 
1997; 65 FR 20731, Apr. 18, 2000] 

§ 520.1720c Phenylbutazone paste. 
(a) Specifications—(1) Each gram of 

paste contains 0.2 grams 
phenylbutazone. 

(2) Each gram of paste contains 0.35 
grams phenylbutazone. 

(b) Sponsors. See sponsor numbers in 
§ 510.600(c) of this chapter. 

(1) No. 000061 for use of product de-
scribed in paragraph (a)(1) of this sec-
tion. 
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